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Art Unit: 3734 

DETAILED ACTION 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6, 18, and 25 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 6 recites "the stressed position" in line 3, and it is unclear whether this 
refers to the collapse position of the expansion position, as both as recited as being 
stressed positions previously in the claim. 

The term "minimised" in claim 18 is a relative term which renders the claim 
indefinite. The term "minimised" is not defined by the claim, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. Appropriate 
correction is required. 

Claim 25 recites the limitation "the shape memory alloy" in line 3. There is 
insufficient antecedent basis for this limitation in the claim. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5, 13-17, 20-23, 27, 31-32, and 34-35 are rejected under 35 
U.S.C. 102(b) as being anticipated by Shaw etal., hereinafter referenced as "Shaw" 
(United States Patent Number 5,678,572). 

Shaw discloses a medical apparatus having a leading end (11) and an area for 
access from the apparatus into a body passage (see Figure 4b, area between 1 and 1 '), 
part of which is spaced from the leading end. The apparatus is controllably movable 
between a collapse position (Figure 4a) and an expansion position (Figure 4b) by 
controllably elastically deforming expansion arms (1, 1'). 

Regarding claim 2, Shaw discloses the stay sleeves having a plurality of holes 
which allows the stays to be incrementally expanded (col. 2, lines 23-28). 

Regarding claim 13, Shaw discloses screws (21 , 21 ') used to lock the device in a 
desired position. 

Regarding claim 14, the access area extends from the leading end and part way 
along a length of the apparatus (see Figure 4b). 

Regarding claims 1 5-1 6, Shaw discloses a guide member (1 1 ") which defines 
the leading end and the access area which is spaced from the leading end. 

Regarding claim 17, the access area is definable as an aperture in the wall of the 
guide member. 
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Regarding claim 20, tine access area extends around the entirety of the device 
except for the guide member, which is shown to be less than half of the perimeter of the 
device (Figure 4b). 

Regarding claim 21, Shaw discloses an inlet (Figure 2, inlet near ref. 21 1) at the 
trailing end to allow access into the apparatus. 

Regarding claims 27 and 31, Shaw discloses an embodiment utilizing a soft 
inflatable tube extending between the leading end and the base of the device which is 
inflated to move the apparatus to the expansion position (col. 2, lines 57-62). The 
inflatable tube would be definable as a flexible cover extending between the expansion 
device and the guide member. 

Regarding claim 32, when manually pushing the stay pushers (12), an operator 
of the device would receive force feedback from the stay pusher. 

Regarding claims 34 and 35, Shaw discloses inserting a medical apparatus into a 
body passage in the collapse position, moving the apparatus into the expansion position 
by providing an expansion force on the apparatus, controllably elastically deforming 
expansion arms, and accessing the body passage (col. Col. 1, lines 48-62). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 7, 19, 24, and 36-41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shaw. 

Regarding claims 7 and 36, Shaw discloses the claimed invention except for the 
arms being at rest in the expanded state, versus being at rest in the unexpanded state. 
It would have been an obvious matter of design choice to make the expanded state the 
resting position of the arms, since applicant has not disclosed that choosing one state 
over the other for the resting state solves any stated problem or is for any particular 
purpose and it appears that the invention would perform equally well with the resting 
state being the unexpanded state. Furthermore, if the expanded state were used as a 
resting state, it would have been obvious to provide a collapse force in the device In 
order to insert it into a body cavity and then release the collapse force to expand the 
device inside the body cavity. 

Regarding claim 19, Shaw fails to specifically disclose the access area having a 
greater dimension longitudinally than laterally. However, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to provide the device 
with an opening that was larger longitudinally than laterally. 

Regarding claim 24, Shay discloses the claimed invention except for shape 
memory alloy material. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to use shape memory alloy material, since it has 
been held to be within the general skill of a worker in the art to select a known material 
on the basis of its suitability for the intended use as a matter of obvious design choice. 
In re Leshin, 125 USPQ416. 
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Regarding claim 37, while Shaw fails to specifically disclose the steps of moving 
the apparatus from the expansion position to the collapse position and removing the 
apparatus from the body passage, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to include such steps In order to avoid 
leaving a patient with an expanded device still housed within their body. 

Regarding claims 38 and 39, while Shaw fails to disclose rotating and re- 
expanding the device, with or without removing it from the body passage, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
provide such steps in order to gain access to a desired portion of the patient's body. 

Regarding claims 40-41 , while Shaw does not specifically disclose viewing the 
body passage or conducting a diagnostic procedure on the body passage, he does 
disclose the passage being used for surgical procedures, and it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to view the 
passage prior to or during such procedures, and to include diagnostic procedures. 

Claims 8-9, 11-12, and 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shaw in view of Armstrong (United States Patent Application 
Publication Number 2002/0111639). 

While Shaw falls to disclose an actuator mechanism with an activating member, 
Armstrong discloses an anoscope which utilizes a ratchet mechanism (75) including a 
slider (74) coupled to the activating member (14) and a locking member (unlabeled) 
wherein movement of the slider relative to the locking member is adapted to move the 
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activating member relative to the remainder of the apparatus, thereby moving the 
apparatus between the collapsed and expanded positions. 

Regarding claim 12, it is old and well known to motorize movements that were 
previously controlled by hand. 

Regarding claim 26, the movement of the actuating device (22) of Armstrong 
would serve to advance the activating member (14) which would cause the distal 
movement of the stays of Shaw, moving the device from the collapsed to the expanded 
position. 

Claims 28-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shaw in view of Nobles et al., hereinafter referenced as "Nobles" (United States Patent 
Application Publication Number 2002/0013601). 

While Shaw fails to disclose a plurality of inflatable elements. Nobles discloses a 
cavity enlarger apparatus which comprises two annular inflatable chambers (104, 106) 
spaced axially on either side of a central cylindrical access area (Figure 1 ). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to provide the inflatable chambers of Nobles in the device of Shaw in order to provide 
additional securing means to hold the device in place. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shaw in 

view of Armstrong, as applied to claim 9 above, and further in view of Flack (United 
States Patent Number 1 ,267,066). 
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Where Shaw and Armstrong fail to disclose a screw mechanism for expanding 
the dilator, Flack discloses a dilator which uses a screw mechanism to enact expansion 
(Figures 1 and 2, lines 46-58). It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to provide a threaded expansion mechanism as 
disclosed by Flack in the modified invention of Shaw and Armstrong in order to provide 
a more articulate, finely-adjustable expansion mechanism. 

Claim 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shaw in 
view of Nobles and further in view of Addis (United States Patent Number 6,656,154). 

Shaw fails to disclose a device for measuring the expansion force of the 
expander. However, It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to provide the inflatable chambers of Nobles in the device 
of Shaw in order to provide additional securing means to hold the device in place. 
Furthermore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to provide the pressure-gauge of Addis (which would measure the 
force of the expansion balloons of Nobles), in the device of Shaw in order to provide a 
means for measuring the pressure used to expand the rectum, and avoid harming the 
patient with over-expansion or application of high amounts of force. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRIAN GRAHAM whose telephone number is (571)270- 
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7484. The examiner can normally be reached on Monday - Friday 8:00 am-5:00 pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571)272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/BJG/ 

November 2, 2009 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3734 



